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Yactuna VI: Pe3rome miiany ynpasjliHHS pU3MKAMHA

Pestome mutany ynpasininas puzukamu mono npenapary BYTIIPIHOJI, tabnetku 3 MoanikoBaHUM
BUBUTbHEHHSIM, TI0 150 Mr mo 30 TabneTok 3 MOAM(]iKOBaHMM BHBIIBHEHHSM Yy IUIACTUKOBOMY
KOHTEeWHepi, Mo 1 KOHTelHepy y KapTOHHIH KOpPOOIIi.

Ile pestome turany ympasiinHs pusukamu (ITYP) mms mpemapaty bynpinon, TaOnetku 3
Mo (ikoBaHUM BUBLIbHEHHM, 110 150 mr. Y ITYP neranizoBano BaXJIMBI pU3MKH 111010 TIPENIapaTy
Bbymipinosn, Tabietku 3 MoaudikoBaHUM BUBLTBHEHHSIM, 10 150 MT Ta, omucaHo SIK 111 PU3UKU MOXKYTh
OyTH MIHIMI30BaHi 1 SIK MOKHa OTpHUMaTH Ounbile iH(oOpMaIii MO0 PU3UKIB Ta HEBU3HAYEHUX
daktopiB (BiacyTHs iH(opmaris) mna npemapaty bymnpinon, Tabnetku 3 MOAH(IKOBAHHM
BHBLIbHEHHSM, 110 150 mr.

Kopotka xapakTtepuctuka jikapcbkoro 3aco0y bympinon, Tabmerku 3 MoauiKOBaHUM
BUBLIbHEHHM, 110 150 Mr (KXJI3) ta [HCTpyKIIis U1t METMYHOTO 3aCTOCYBaHHS IpenapaTy HaJaroTh
OCHOBHY 1H(OpMAIIIfO JJIsl CIIEIIATICTIB y Taly31 OXOPOHHU 3JI0POB’S Ta MAII€HTIB MO0 TOTO, SIK CIIiJT
3acTOCOBYBaTH npenapat bynpinon, Tabnerku 3 Moau}ikoBaHUM BUBUIbHEHHIM, 110 150 mr.
Baxxnusi HOBI (hakTopu HeOe3nekn abo 3MIHU 10 TOTOYHOI Bepcii OyayTh BKJIIOUYEHI 10 OHOBJICHOTO
[TYP nns npenapary Bymnpinos, Tabietku 3 MoAu(iKOBaHUM BUBLIbHEHHM, 110 150 mr.

I. Jlikapcbkuii 3aci0 Ta 7151 4YOT0 BiH 3aCTOCOBYEThCS
Bynpinon, tabnetku 3 Moan(iKOBaHUM BHUBUIBHEHHSM, 10 150 Mr, 3acTOCOBYIOTH AJIsl JIIKYBaHHS
JIETIPECUBHUX €Mi30/11B (BETUKOTO JIETIPECUBHOTO PO3JIaay).

I1. Pu3uku, noB’si3aHi 3 JiKapChbKUM 3aC000M Ta 3aX0M 1010 MiHIMi3alil 4yu
NOAAJBIIOI AeTaji3alii pu3uKiB

BaxuuBi pusuku mono mnpenapary bympiHon, TabneTku 3 MOAM(]IKOBaHUM BHUBLIBHEHHSM,
mo 150 Mr, pa3zoM 13 3axoJaMH IIOJAO0 MiHIMIZAIli TaKUX PHU3UKIB Ta 3aMpONOHOBAaHUMHU
JOCIIJDKEHHSMHU Ui OUIbII JETaJbHOrO BHMBUYEHHS PU3MKIB mpemnapary bympiHon, tabneTku 3
MoauGiKOBaHUM BUBUIBHEHHSM, 110 150 Mr, BUKIIaIeHO HIDKYE.

3axo/u 3 MiHIMI3alli pU3KKiB, BU3HAYCHI JUIS JTIKAPChKUX 3aC00iB, MOXKYTh BKIIOUATH:

e CremianbHy iHGOpPMAaIliIO, TaKy SK TIOMEPEIKEHHS, 3aCTEPSKCHHS Ta PEKOMEHMAIli 00
NPaBUIBHOTO 3aCTOCYBaHHS, B [HCTpYyKIiT 11 MeauuHOTO 3actocyBanHs Ta KXJI3, npu3HaueHux mis
MaIi€HTIB Ta CIEMIATICTIB Y TaTy31 OXOPOHH 3JI0POB’s;

e BaxnuBa iH(opMartisi Ha yrmakoBIi JJiKapchbKoro 3aco0y;

e Jlo3BoneHU# po3Mip YIAaKOBKH — KUIBKICTh JIIKAPCHKOTO 3ac00y B yIakoBIll oOpaHa TaKUM YHHOM,
abu 3a0e3neynTH MPaBUIIbHE 3aCTOCYBAHHS IIpEnapary;

e Kareropis BiAmycky JKapchbKOTro 3aco0y — METOJ OTPUMAaHHS JIKapChKOTO 3aco0y MaIli€HTOM
(ToOTO, 3 200 6€3 perenTy), IKUi MO)Ke MIHIMI3yBaTH OB’ s3aH1 3 HUM PU3HKH.

Bci pa3oM 11i 3aX0/11 CTaHOBIATH PYTUHHI 3aX0/IU 3 MiHIMI3allii pU3HKIB.

Ha nonmarok 10 mux 3aXofiB MOCTIHHO 30MPAETHCS Ta PETYISIPHO aHAI3Y€EThCS 1H(POPMAITisS TIPO
noOivHi peakuii, Bkiovyaroun omiHKy PSUR (perynsipHO OHOBIIOBAaHOTO 3BITY 3 Oe€3MeKHu) Ta
JISIIBHICT 3 BUSIBJICHHSI CUTHAJIB 3 O€3MEeKH JIiKapchKoro 3acoly, abu, 3a moTpeOu, MoxkHa Oyiio
3acTocyBaTu HeraiHi 3axonu. Lli 3axou € pyTHHHOIO AiSUTBHICTIO 3 (papMaKOHATIsy.

II.A Cniicok Ba:KJIMBMX PU3HKIB Ta BiACYTHBHOI iHpopmanii



BaxxnuBi pusuku niis npenapaty bynpinosn, Tadietku 3 MoaudikoBaHUM BUBLTBHEHHM, 110 150 Mr —
[Ie PU3MKH, AKI TOTpeOYIOTh CHEIialbHOI MiSUIBHOCTI 3 YIpPaBIiHHA HUMH JUIS T0AAJIBIIOTO
JIOCITIDKEHHS a00 MiHIMI3aIlli pu3uKy, abu 11e# JTikapchKuii 3aci0 Oyio 6e3rmeuHo 3acTOCOBYBaTH.
BaxxnuBi pu3uKku AUATHCA Ha 11eHTU(]IKOBaHI Ta MOTEHIIIHHI.

InenTudikoBani pu3uku — 11e paxTopu HEOE3NMEKH, IOJI0 AKUX ICHYIOTh JOCTAaTHI CBIIUCHHS 3B’ 3Ky
13 BUKOpUCTaHHAM Tpenapaty bynpinon, TabneTku 3 Moan(}ikoBaHUM BUBUTBHEHHAM, 110 150 wmr.
[ToTeHmiviHi pu3uku — 1e (akTopu HEOE3NEKH, MI0JI0 SIKUX 3B 30K 3 BUKOPHUCTAHHSM I[HOTO
JIKapChKOTO 3aC00Y MOMIIUBHIA, BUXO/SIUY 3 HASBHUX JAHUX, aJie TAKUH 3B'S30K I1Ie HE BCTAHOBIICHUI
1 morpeOye momanbmioi oIiHkU. BiacytHs iHdopmariis crocyerbes iHdopmariii momo Oe3mexu
JTIKapChKOTro 3aco0y, sika Ha JaHUHA MOMEHT BiJACYTHS 1 Mae OyTtu 3i0paHa (HampUKIAA, 100
JIOBFOCTPOKOBOT'O 3aCTOCYBaHHS Tpenapary).

Baxusi i1eHTH(IKOBaHI PU3HKH - Cynomu

- [ligBumieHHS apTEepiaJIbHOTO TUCKY

- HenpaBwibHUM NUISIX BBEACHHS

BaxnuBi noTeHIiiiHI pU3UKI - 310BXMBaHHS Ta HEMPABUJIbLHE 3aCTOCYBaHHS

- TlannuromneHis

- [ligBumieHwi BHYTPINTHLOOYHUM THCK

- Aputmii Ta TOpYIIEHHS NPOBIAHOCTI (TOTEHLaN

MIpHU TePaneBTUYHUX J103aX)

- JleranbHi BUNIaIKA

- CyinumanbHICTh (CyilUIaIbHI JYMKH Ta TIOBEIIHKA)

- HeiiporncuxiaTpuysi po3naau

- 3acTocyBaHHS Yy BariTHUX JKIHOK - BpOJKEHI
aHOMaJIii CeplIeBO-CYIMHHOI CUCTEMU

BincyTns inpopmartis - He 3acrocoBano

I1.B Pe3omMe BaJIMBUX PU3HMKIB
[adopmaris 3 6e3nexn y 3anmponoHoBaHii iHdopMarlii mpo JikapcbKuii 3acid BianmoBigae iHbopmariii
pedepeHTHOTO JTIKapChKOTo 3ac00y.

I1.C IlicnspeecTpauiiiHuii J1aH po3podKu

II.C.1 [dochaimxeHHsi, NpPOBeJeHHH fIKMX € YMOBOK, BH3HAYEHOW Yy
peecTpaniifHOMy MOCBiTYeHHI

JlocnikeHb, MPOBEICHHS IKUX € YMOBOIO, BU3HAYEHOIO Y peeCTpaliifHOMY IOCBiAYEHH], 260
CHelialbHUM 3000B’SI3aHHSAM IIOAO Tpemapary bymnpiHon, Tabnetkn 3 MoAM(IKOBAaHUM
BHBLIbHEHHSM, 110 150 mr, Hemae.

I1.C.2 Ini gocaigxeHHs y micJaspeecTpaliiHOMYy IUIaHi po3po0Ku
Hemae takux mpocnmipkeHs oo npenapary bynpiHos, TabneTku 3 MOAU(iKOBaHUM BUBIJILHEHHSIM,
o 150 mr, mpoBeeHHS IKUX OM BUMArajoch.
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